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Examiner 
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Art Unit 

1635 



The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)^ This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) S Claim{s) 1-14 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) \3 Claim(s) is/are allowed. 

6) ^ Claim(s) 1-14 is/are rejected. 

7) 0 Claim{s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)\3 approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C, §§ 119 and 120 

13) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) D The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1 ) ^ Notice of References Cited (PTO-892) 4) □ Inten/iew Summary (PTO-41 3) Paper No(s). . 

2) ^ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Infomial Patent Application (PTO-152) 

3) ^ Infonnation Disclosure Statement(s) (PTO-1449) Paper No(s) 2. 6) □ Other: 
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DETAILED ACTION 



An application in which the benefits of an earlier application are desired must 
contain a specific reference to the prior application(s) in the first sentence of the 
specification of in an application data sheet (37 CFR 1.78(a)(2) and (a)(5)). 

If applicant desires priority under 35 U.S.C, 1 19(e) based upon a previously filed 
application, specific reference to the earlier filed application must be made in the 
instant application. This should appear as the first sentence of the specification 
following the title, preferably as a separate paragraph unless it appears in an 
application data sheet. 

If the application is a utility or plant application filed under 35 U.S.C. 1 1 1(a) on or 
after November 29, 2000, the specific reference must be submitted during the pendency 
of the application and within the later of four months from the actual filing date of the 
application or sixteen months from the filing date of the prior application. If the 
application is a utility or plant application which entered the national stage from an 
international application filed on or after November 29, 2000, after compliance with 35 
U.S.C. 371 , the specific reference must be submitted during the pendency of the 
application and within the later of four months from the date on which the national stage 
commenced under 35 U.S.C. 371 (b) or (f) or sixteen months from the filing date of the 
prior application. See 37 CFR 1 .78(a)(2)(ii) and (a)(5)(ii). This time period is not 
extendable and a failure to submit the reference required by 35 U.S.C. 1 19(e) and/or 
120, where applicable, within this time. period is considered a waiver of any benefit of 
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such prior application(s) under 35 U.S.C. 1 19(e), 120, 121 and 365(c). A priority claim 
filed after the required time period may be accepted if it is accompanied by a grantable 
petition to accept an unintentionally delayed claim for priority under 35 U.S.C. 1 19(e), 
120, 121 and 365(c). The petition must be accompanied by (1) the reference required 
by 35 U.S.C. 120 or 1 19(e) and 37 CFR 1 .78(a)(2) or (a)(5) to the prior application 
(unless previously submitted), (2) a surcharge under 37 CFR 1 .17(t), and (3) a 
statement that the entire delay between the date the claim was due under 37 CFR 
1 .78(a)(2) or (a)(5) and the date the claim was filed was unintentional. The Director 
may require additional information where there is a question whether the delay was 
unintentional. The petition should be addressed to: Mail Stop Petition, Commissioner 
for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450. 

Acknowledgment is made of applicant's claim for foreign priority based on an 
application GB99/01956, filed on 6/23/1999, and application 981353.1, filed on 
6/23/1998, and both being filed in the United Kingdom. It is noted, however, that 
applicant has not filed a certified copy of the applications as required by 35 
U.S.C. 119(b). 

Claim7 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 
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Claim 7 recites the limitation "the unmasking of the second region" in the claims. 
There is Insufficient antecedent basis for this limitation in the claim. 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale In this country, more than one year prior to the date of application for patent in the United 
states. 

Claims 1-14 are rejected under 35 U.S.C. 102(b) as being anticipated by Agrawal 
eta! [WO 94/01550]. 

Agrawal et a! discloses antisense oligonucleotides that are "self stabilized". 
Agrawal et al disclose antisense that have a first region and a second region that bind a 
target sequence wherein the first region is available for binding while the second region 
is temporarily "masked" (See page 5, lines13-25, for example). On page 7 and in 
Figures 1, 2, 5, and 6, for example it is disclosed the "masking through a hairpin 
structure. The above Figures and the above cites also disclose that a first region 
(hybridizing region) is complementary to a target sequence and is in single stranded 
form and at least Figure 1 shows that the first region is within the region of 3-18 bases 
in length (See also pages 9-10 which discloses a preferred range of 8-50 nucleotides in 
length for the hybridization target region/first region). Further, at least Figure 1 discloses 
that the self-complementary region/second region is complementary to a sequence of 
the target sequence that is contiguous with that targeted by a first region/hybridizations 
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region. It has been taught that the self-stabilized oligonucleotides can target single 
stranded and double stranded targets, for example (see page 10, for example). At least 
at pages 8 and 16 it is disclosed that the self-stabilized oligonucleotides can be 
composed or RNA, DNA, or combinations thereof, for example. The inhibition of 
expression of target sequences is disclosed at pages 9-13, for example. It is noted that 
at page 9 of Agrawal et al it is disclosed that the "disruption and replacement of base- 
pairing takes place because the intermolecular base-paired structure formed by the 
hybrid between the target nucleic acid sequence and the target hybridization region is 
more thermodynamically stable than he intra-molecular base-paired structure formed by 
the self-complementary oligonucleotide." The instant specification asserts at page 7, in 
its broad definition of "stabilizing elements", that the aim of the elements is to render the 
second region/target hybrid more stable than the second region in its masked state. 
Since Agrawal et al have disclosed this characteristic in the self-stabilized 
oligonucleotide these oligonucleotides, without evidence to the contrary, inherently 
contain some destabilizing element. 

New corrected drawings are required in this application because of those 
reasons set forth on form PTO 948 attached to this Official Action. Applicant is advised 
to employ the services of a competent patent draftsperson outside the Office, as the 
U.S. Patent and Trademark Office no longer prepares new drawings. The corrected 
drawings are required in reply to the Office action to avoid abandonment of the 
application. The requirennent for corrected drawings will not be held in abeyance. 
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Any inquiry concerning this communication or earlier communications from tlie 
examiner should be directed to Sean R McGarry whose telephone number is (703)305- 
7028. The examiner can normally be reached on M-Th (6:00-4:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, John LeGuyader can be reached on (703) 308-0447. The fax phone 
number for the organization where this application or proceeding is assigned is (703) 
872-9306. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
0196. 



SRM 




